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DETAILED ACTION 
Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 
644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1,16, and 18 are rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claim 6 of U.S. Patent No. 7,524,445 
B2 in view of Edwin et al. (US Patent No. 6,039,755) 

With respect to instant Claims 1,16, and 18, Claim 6 of U.S. Patent No. 
7,524,445 B2 claims providing an ePTFE tube, longitudinally expanding the tube, and 
transversely expanding the tube. 

U.S. Patent No. 7,524,445 B2 does not expressly claim expanding the tube using 
a radially expanding mechanism to apply outward pressure to the inside of the ePTFE 



tube. 
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Edwin teaches radially expanding the tubes around an angioplasty balloon 
catheter and that longitudinal foreshortening of 1 .5-4.7% occurs in samples of IMPRA 
Lot 34391 (placing said expanded polytetrafluoroethylene tube circumferentially exterior 
to a longitudinal foreshortening and radially expanding mechanism; applying radial 
pressure from the longitudinal foreshortening and radially expanding mechanism; 
radially expanding and longitudinal foreshortening said expanded 
polytetrafluoroethylene tube over said longitudinal foreshortening and radially expanding 
mechanism by using said mechanism to apply an outwardly directed force to said 
luminal surface of said polytetrafluoroethylene tube) (see col. 18, 1. 65 through col. 19, 1. 
31 and col. 20, II. 1-30). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to use Edwin's process of radially expanding and longitudinal 
foreshortening in the process of U.S. Patent No. 7,524,445 B2 in order to test for radial 
expansion (see Edwin col. 18, 1. 65 through col. 19, 1. 31 and col. 20, II. 1-30). 

The nodes and fibrils would have the same shape as claimed principally because 
the cited claims of U.S. Patent No. 7,524,445 B2 in view of U.S. Patent No. 7,524,445 
B2 teach the same process steps. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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Claims 1, 2, 5-11, 14-16, and 18-20 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Edwin et al. (US Patent No. 6,039,755). 

With respect to Claim 1 , Edwin teaches extruding a PTFE tube (forming a tube of 
polytetrafluoroethylene having a luminal surface and an abluminal surface) (see col. 14, 
I. 59 through col. 14, 1. 19) and longitudinal expanding the tubular PTFE extrudate 
(longitudinally stretching said polytetrafluoroethylene tube to form an expanded 
polytetrafluoroethylene tube, wherein said expanded polytetrafluoroethylene tube is 
comprised of fibrils having a first length and oriented in a longitudinal direction of said 
expanded polytetrafluoroethylene tube and nodes having a first length and oriented in a 
circumferential direction of said expanded polytetrafluoroethylene tube) (see col. 14, II. 
16-44). Edwin teaches radially expanding the tubes around an angioplasty balloon 
catheter and that longitudinal foreshortening of 1 .5-4.7% occurs in samples of IMPRA 
Lot 34391 (placing said expanded polytetrafluoroethylene tube circumferentially exterior 
to a longitudinal foreshortening and radially expanding mechanism; applying radial 
pressure from the longitudinal foreshortening and radially expanding mechanism; 
radially expanding and longitudinal foreshortening said expanded 
polytetrafluoroethylene tube over said longitudinal foreshortening and radially expanding 
mechanism by using said mechanism to apply an outwardly directed force to said 
luminal surface of said polytetrafluoroethylene tube) (see col. 18, 1. 65 through col. 19, 1. 
31 and col. 20, II. 1-30). Regarding the claimed limitations of consistent fibril length 
between longitudinal and radial expansion and the claimed limitation of node 
lengthening between longitudinal and radial expansion, Edwin teaches that the nodes, 
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rather than fibrils, lengthen during the radial expansion due to the longitudinal direction 
of the nodes (see col. 1 2, lines 1 3-67). The claimed limitation of hingeably rotating the 
fibrils, Edwin's node-to-node fibril path rotates from the original tubular longitudinal 
direction in a tangled or tortuous path (see col. 12, lines 13-67). Moreover, the claimed 
fibril and node properties are achieved by Edwin principally because Edwin teaches the 
same steps as claimed. 

With respect to Claim 2, Edwin teaches radially expanding the tubes around an 
angioplasty balloon catheter at 37 °C (99 °F) (said expanding polytetrafluoroethylene 
tube is heated to a temperature of between about 86 and 650 °F during the radially 
expanding and longitudinal foreshortening step) (see col. 19, II. 19-29). 

With respect to Claim 5, the fibrils' shape would stay the same principally 
because they are within the same tube as claimed and subjected to the same steps as 
claimed. 

With respect to Claims 6-1 1 , Edwin's method of making a PTFE tube would 
result in a final tubular structure whose longitudinal (Claims 6-8) and radial (Claims 9- 
1 1) expansion properties are as claimed principally because Edwin's method uses the 
same steps as claimed to achieve the final structure. Moreover, Edwin teaches radially 
expanding the balloons 3 and 5 times and up to 700%, which would provide the balloon 
having 3x expansion with at least 1 .7x or 2.3x additional expansion (Claim 9: capable of 
radially expanded by at least a factor of 1 .5; Claim 10: capable of radially expanded by 
at least a factor of 2.0) (see col. 9, II. 30-45 and col. 15, II. 34-40)). 
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With respect to Claim 14, Edwin teaches sintering the PTFE extrudate (see col. 
15, II. 13-33). 

With respect to Claim 15, Edwin's heating step would affect the tube's structural 
integrity as claimed principally because Edwin's method uses the same steps as 
claimed to achieve the final structure. 

With respect to Claim 16, Edwin teaches making a PTFE tube as applied to 
Claim 1 above. Moreover, Edwin teaches radially expanding the tubes around an 
angioplasty balloon catheter at 37 °C (99 °F) (heating said expanded 
polytetrafluoroethylene tube to a temperature of between about 86 and 650 °F during 
radial expansion) (see col. 19, II. 19-29). 

With respect to Claim 18, Edwin teaches making an ePTFE tube as applied to 
Claim 1 above. Edwin's method of making an ePTFE tube would result in a final tubular 
structure with reoriented fibrils whose nodal orientation has a greater length between 
said nodes as compared to said expanded polytetrafluoroethylene tube principally 
because Edwin's method uses the same steps as claimed to achieve the final structure. 

With respect to Claim 19, Edwin teaches radially expanding the tubes around an 
angioplasty balloon catheter at 37 °C (99 °F) (heating said expanded 
polytetrafluoroethylene tube to a temperature of between about 86 and 650 °F during 
radial expansion) (see col. 19, II. 19-29). 

With respect to Claim 20, Edwin's method of making an ePTFE tube would result 
in a final tubular structure whose reoriented fibrils are longitudinally straighter than said 
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fibrils of said expanded polytetrafluoroethylene tube principally because Edwin's method 
uses the same steps as claimed to achieve the final structure. 

Allowable Subject Matter 

Claim 17 is objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 

The following is a statement of reasons for the indication of allowable subject 
matter: The prior art of record does not teach or suggest the claimed process of radially 
expanding longitudinally expanded polytetrafluoroethylene tube at a temperature of 
about 200 °F and 350 °F. Instead, Edwin et al. (US Patent No. 6,039,755) teaches 
radially expanding the tubes around an angioplasty balloon catheter at 37 °C (99 °F) 
(see col. 19, II. 19-29) to test radial expansion when implanted in a body (see col. 1, II. 
7-17). 

Response to Arguments 

Applicant's arguments filed 01 July 2009 have been fully considered, but they are 
not persuasive. 

Applicant argues with respect to the 35 U.S.C. § 102(b) rejections. Applicant's 
arguments appear to be on the grounds that: 

1) House does not teach radial expansion against the inner side of the EPTFE 
structure. 

The Applicant's arguments are addressed as follows: 
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1 ) Applicant's arguments with respect to the newly claimed limitation of radial 
expansion against the inner side of the EPTFE structure have been considered but are 
moot in view of the new ground(s) of rejection over Edwin et al. (US Patent No. 
6,039,755) as recited above. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patrick Butler whose telephone number is (571) 272- 
8517. The examiner can normally be reached on Mon.-Thu. 7:30 a.m. -5 p.m. and 
alternating Fridays. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christina Johnson can be reached on (571) 272-1 176. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/P. B./ 

Examiner, Art Unit 1791 
/Christina Johnson/ 

Supervisory Patent Examiner, Art Unit 1791 



